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Box No, I Basis of the report 



1. 



With regard to the languajge this report is based on the international application in the language in which it was 
filed, unless otherwise indicated under this item. y"«y« wmun ii was 

□ This report is based on translations from the original language into the following language . 
which IS the language of a translation fumished for the purposes of: » » » . 

□ international search (under Rules 12.3 and 23.1(b)) 

□ publication of the International application (under Rule 12.4) 

□ international preliminary examination (under Rules 55.2 andA)r 55.3) 

2. With regard to the elements* of the international application, this report is based on (replacement sheets which 
Jl'L^f^^^^ '^''^^'^d Office in response to an invitation under Article 14 are reflVredfoin^^^^^ 

report as onginally filed" and are not annexed to this report): 



Description, Pages 

"I as originally filed 

Ciafms, Numbers 

1-22 as originally filed 

□ a sequence listing and/or any related table(s) - see Supplemental Box Relating to Sequence Listing 

3. □ The amendments have resulted in the cancellation of: 

□ the description, pages 

□ the claims, Nos. 

□ the drawings, sheetsyFigs 

□ the sequence listing (specify): 

□ any table(s) related to sequence listing (specify): 

?oH ISlLTrf'Ilow^ established as if (some of) the amendments annexed to this report and listed below 
Suppteme^^^^^ considered to go beyond the disclosure as filed, as indicated in the 

□ the description, pages 

□ the claims, Nos. 

□ the drawings, sheetsyfigs 

□ the sequence listing (specify): 

□ any table(s) related to sequence listing (specify): 

* If item 4 applies, some or all of these sheets may be marked "superseded. " 
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Box No. V Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

1. Statement 



Novelty (N) 


Yes: 


Clainns 


5-8, 10, 11, 18-20 




No: 


Claims 


1-4, 9, 12-17,21,22 


Inventive step (IS) 


Yes: 


Claims 


5-8, 10. 11, 18-20 




No: 


Claims 


1-4, 9, 12-17,21,22 


Industrial applicability (lA) 


Yes: 


Claims 


1-22 




No: 


Claims 





2. Citations and explanations (Rule 70.7): 
see separate sheet 
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Re Item V 

Reasoned statement with regard to novelty. Inventive step or industrial applicability; 
citations and explanations supporting such statement 

1 . Reference is made to the following documents: 

D1 : US-A-4 999 198 (BARNETT ET AL) 12 Marcii 1991 (1991-03-12) 
D2: WO 97/32559 A (DISPERSE TECHNOLOGIES LIMITED; WHEELER. DEREK, 
ALFRED) 1 2 September 1 997 (1 997-09-1 2) 

2. The present application does not meet the criteria of Article 33(1) PCT, because the 
subject-matter of claims 1-4, 9, 12-17, 21, 22 is not new in the sense of Article 33(2) PCT. 

The document D1 discloses the preparation of drug delivery systems in polyaphrons form ( 
see D1, col. 2, 1. 23-46 ). The drug used in D1 Is scopolamine. The description of the 
present application discloses on pages 9-13 a list of drugs presented as "poorly water 
soluble drugs". A great proportion of these are in faci water soluble ( for instance all salts ). 
Scopolamine has therefore to be considered also as porly water soluble drug. 
The hydrophilic phase disclosed in D1 Is clearly comprised between 1 and 20% by weight, 
since col. 2 lines 23-42 dsicloses the presence of 5 ml of a hydrophilic phase, which is the 
foam. 

Consequently, the subject-matter of claims 1-4. 9, 12-17, 21, 22 is not new over D1 ( 
Article 33(2) PCT ). 

3. The documents D1 and D2 appear to be of particular relevance as far as inventive step 
is concemed ( Article 33(3) PCT ). These documents solve indeed the same problem, 
namely making compositions in fonri of biliquid foam, but for topical or transdermal forms. 
The problem of the present application being to make delivery forms adapted to oral 
delivery, the present application, as far as novel subject-matter is concemed. is considered 
to be inventive over D1 or D2 ( Article 33(3) PCT ). 
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